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21 CFR Ch. I (4–1–14 Edition) § 516.1684 

§ 516.1684 Paclitaxel. 
(a) Specifications. Each vial of powder 

contains 60 milligrams (mg) paclitaxel. 
Each milliliter of constituted solution 
contains 1 mg paclitaxel. 

(b) Sponsor. See No. 052818 in 
510.600(c) of this chapter. 

(c) Conditions of use in dogs—(1) 
Amount. Administer 150 mg per square 
meter of body surface area intra-
venously over 15 to 30 minutes, once 
every 3 weeks, for up to 4 doses. 

(2) Indications for use. For the treat-
ment of nonresectable stage III, IV, or 
V mammary carcinoma in dogs that 
have not received previous chemo-
therapy or radiotherapy. For the treat-
ment of resectable and nonresectable 
squamous cell carcinoma in dogs that 
have not received previous chemo-
therapy or radiotherapy. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. It is a violation 
of Federal law to use this product 
other than as directed in the labeling. 

[79 FR 18158, Apr. 1, 2014] 

PART 520—ORAL DOSAGE FORM 
NEW ANIMAL DRUGS 

Sec. 
520.23 Acepromazine. 
520.28 Acetazolamide sodium soluble pow-

der. 
520.38 Albendazole oral dosage forms. 
520.38a Albendazole suspension. 
520.38b Albendazole paste. 
520.43 Afoxolaner. 
520.48 Altrenogest. 
520.62 Aminopentamide hydrogen sulphate 

tablets. 
520.82 Aminopropazine fumarate oral dosage 

forms. 
520.82a Aminopropazine fumarate tablets. 
520.82b Aminopropazine fumarate, neomy-

cin sulfate tablets. 
520.88 Amoxicillin oral dosage forms. 
520.88a Amoxicillin trihydrate film-coated 

tablets. 
520.88b Amoxicillin trihydrate for oral sus-

pension. 
520.88c Amoxicillin trihydrate oral suspen-

sion. 
520.88d Amoxicillin trihydrate soluble pow-

der. 
520.88e Amoxicillin trihydrate boluses. 
520.88f Amoxicillin trihydrate tablets. 
520.88g Amoxicillin trihydrate and 

clavulanate potassium film-coated tab-
lets. 

520.88h Amoxicillin trihydrate and 
clavulanate potassium for oral suspen-
sion. 

520.90 Ampicillin oral dosage forms. 
520.90a Ampicillin capsules. 
520.90b Ampicillin trihydrate tablets. 
520.90c Ampicillin trihydrate capsules. 
520.90d Ampicillin trihydrate for oral sus-

pension. 
520.90e Ampicillin trihydrate soluble pow-

der. 
520.90f Ampicillin trihydrate boluses. 
520.100 Amprolium. 
520.110 Apramycin sulfate soluble powder. 
520.154 Bacitracin oral dosage forms. 
520.154a Bacitracin methylene disalicylate. 
520.154b Bacitracin methylene disalicylate 

and streptomycin sulfate powder. 
520.154c Bacitracin zinc soluble powder. 
520.222 Bunamidine hydrochloride. 
520.246 Butorphanol tartrate tablets. 
520.260 n-Butyl chloride. 
520.300 Cambendazole oral dosage forms. 
520.300a Cambendazole suspension. 
520.300b Cambendazole pellets. 
520.300c Cambendazole paste. 
520.309 Carprofen. 
520.310 Caramiphen ethanedisulfonate and 

ammonium chloride tablets. 
520.312 Carnidazole tablets. 
520.314 Cefadroxil. 
520.370 Cefpodoxime tablets. 
520.376 Cephalexin. 
520.390 Chloramphenicol oral dosage forms. 
520.390a Chloramphenicol tablets. 
520.390b Chloramphenicol capsules. 
520.390c Chloramphenicol palmitate oral 

suspension. 
520.420 Chlorothiazide tablets and boluses. 
520.434 Chlorphenesin carbamate tablets. 
520.441 Chlortetracycline powder. 
520.443 Chlortetracycline tablets and 

boluses. 
520.445 Chlortetracycline and 

sulfamethazine powder. 
520.446 Clindamycin capsules and tablets. 
520.447 Clindamycin solution. 
520.452 Clenbuterol syrup. 
520.455 Clomipramine tablets. 
520.462 Clorsulon drench. 
520.522 Cyclosporine. 
520.530 Cythioate oral liquid. 
520.531 Cythioate tablets. 
520.534 Decoquinate. 
520.538 Deracoxib. 
520.540 Dexamethasone oral dosage forms. 
520.540a Dexamethasone powder. 
520.540b Dexamethasone tablets and 

boluses. 
520.540c Dexamethasone chewable tablets. 
520.550 Glucose/glycine/electrolyte. 
520.563 Diatrizoate meglumine and dia-

trizoate sodium oral solution. 
520.580 Dichlorophene and toluene. 
520.581 Dichlorophene tablets. 
520.600 Dichlorvos. 
520.606 Diclazuril. 
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